PRELIMINARY AME^^IENT OF CLAIMS 



CLAIMS 

1. A fasV-dissolving pharmaceutical composition 
comprising micronaSzed ( R ) - 2 - ( 4 -bromo - 2 - f luorobenzyl ) - 
1,2/3, 4 -tetrahydropyrrole [ 1 , 2-a]pyrazine-4-spiro-3 ' - 
pyrrolidine-1 , 2 ' ,3,5' -retrone (hereinafter, referred to as 
"AS-3201"). \, 

2. The fast-dissolving pharmaceutical composition 
according to claim 1, wherein the mean particle size of the 
micronized AS-3201 is less than about 10 \im. 

3. The fast-dissolving pharmaceutical composition 
according to claim 1, wherein the mean particle size of the 
micronized AS-3201 is less than about 5 \im. 

4. The fast -dissolving pharmaceutical composition 
according to claim 1, wherein the mean particle size of the 
micronized AS-3201 is in the range of about 0.5 p - about 
3 [im . 

5. A fast-bs^solving pharmaceutical composition, 
which comprises micronXzed AS-3201 in a ratio of about 0.5 % 
by weight - 5 % by weight, >a diluent in a ratio of about 51 % 
by weight - about 93 . 8 % by weight , a disintegrator in a ratio 
of about 5 % by weight - abou\ 35 % by weight, a binder in 
a ratio of about 0.5 % by weight - about 5 % by weight, and 
a lubricant in a ratio of about (St. 2 % by weight - about 4 % 
by weight, to the total weight ok the pharmaceutical 



composition. 

6. The fast-dissolving pharmaceutical composition 
according to claim 5, wherein the mean particle size of the 
micronized AS-3201 is less than about 10 \im. 
5 7. The fast-dissolving pharmaceutical composition 

according to claim 5, wherein the mean particle size of the 
micronized AS-3201 is less than about 5 urn. 

8. The fast-dissolving pharmaceutical composition 
according to claim 5, wherein the mean particle size of the 

10 micronized AS-3201 is in the range of about 0 . 5 [im - about 
3 |xm. 

9. The fas t -dissolving pharmaceutical composition 
according to claim 5, which comprises a diluent in a ratio 
of about 59 % by weight - about 88 % by weight , a disintegrator 

15 in a ratio of about 10 % by weight - about 30 % by weight, 
a binder in a ratio of about 1 % by weight - about 3 % by 
weight, and a lubricant in a ratio of about 0.5 % by weight 
- about 3 % by weight . 

10. The fast-dissolving pharmaceutical composition 
20 according to claim 6, which comprises a diluent in a ratio 

of about 59 % by weight - about 88 % by weight, a disintegrator 
in a ratio of about 10 % by weight - about 30 % by weight, 
a binder in a ratio of about 1 % by weight - about 3 % by 
weight, and a lubricant in a ratio of about 0.5 % by weight 
25 - about 3 % by weight. 



11. The fast-dissolving pharmaceutical composition 
according to claim 7, which comprises a diluent in a ratio 
of about 59 % by weight - about 88 % by weight , a disintegrator 
in a ratio of about 10 % by weight - about 30 % by weight, 
a binder in a ratio of about 1 % by weight - about 3 % by 
weight, and a lubricant in a ratio of about 0.5 % by weight 

- about 3 % by weight. 

12. The fast -dissolving pharmaceutical composition 
according to claim 8, which comprises a diluent in a ratio 
of about 59 % by weight - about 88 % by weight , a disintegrator 
in a ratio of about 10 % by weight - about 30 % by weight, 
a binder in a ratio of about 1 % by weight - about 3 % by 
weight, and a lubricant in a ratio of about 0.5 % by weight 

- about 3 % by weight . 

13. A ij^ast-dissolving pharmaceutical composition, 
ich comprises m\cronized AS-3201 in a ratio of more than 

5 % by weight and lesss than about 25% by weight, a diluent 
in a ratio of about 16 \by weight - about 84.3 % by weight, 
a disintegrator in a ratuo of about 10 % by weight - about 
50 % by weight, a binder An a ratio of about 0 . 5 % by weight 

- about 5 % by weight, and\a lubricant in a ratio of about 
0 . 2 % by weight - about 4 % Nby weight, to the total weight 
of the pharmaceutical composition. 

14. The fast-dissolving pharmaceutical composition 
according to claim 13, wherein the mean particle size of the 
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micronized AS-3201 is less than about 10 urn. 

15. The fast-dissolving pharmaceutical composition 
according to claim 13 , wherein the mean particle size of the 
micronized AS-3201 is less than about 5 \xm. 
5 16. The fast-dissolving pharmaceutical composition 

according to claim 13, wherein the mean particle size of the 
micronized AS-3201 is in the range of about 0 . 5 ^im - about 

sjj 17. The fast-dissolving pharmaceutical composition 

^ 10 according to claim 13, which comprises a diluent in a ratio 
of about 29 % by weight - about 73.5 % by weight, a 
disintegrator in a ratio of about 20 % by weight - about 40 % 
by weight, a binder in a ratio of about 1 % by weight - about 
^ 3 % by weight, and a lubricant in a ratio of about 0.5 % by 

yj 

2 !5 weight - about 3 % by weight. 

18. The fast-dissolving pharmaceutical composition 
according to claim 14, which comprises a diluent in a ratio 
of about 29 % by weight - about 73.5 % by weight, a 
disintegrator in a ratio of about 20 % by weight - about 40 % 

20 by weight, a binder in a ratio of about 1 % by weight - about 
3 % by weight, and a lubricant in a ratio of about 0.5 % by 
weight - about 3 % by weight . 

19. The fast -dissolving pharmaceutical composition 
according to claim 15, which comprises a diluent in a ratio 

25 of about 29 % by weight - about 73.5 % by weight, a 



disintegrator in a ratio of about 20 % by weight - about 40 % 
by weight, a binder in a ratio of about 1 % by weight - about 
3 % by weight, and a lubricant in a ratio of about 0*5 % by 
weight - about 3 % by weight. 

20. The fast -dissolving pharmaceutical composition 
according to claim 16, which comprises a diluent in a ratio 
of about 29 % by weight - about 73.5 % by weight, a 
disintegrator in a ratio of about 20 % by weight - about 40 % 
by weight, a binder in a ratio of about 1 % by weight - about 
3 % by weight, and a lubricant in a ratio of about 0 . 5 % by 
weight - about 3 % by weight. 

N *£l . The fast -dissolving pharmaceutical composition 
accordingN^o claim 1, which has a dissolution percentage of 
the active substance of 50 % or more for 15 minutes after 
the start of the\issolution test. 

22. The f ast -^Ts^oisM-ng pharmaceutical composition 
according to claim 2\, wh\ch has) a dissolution percentage of 
the active substanceVof 50\%&sl more for 15 minutes after 
the start of the di^r^lutTDw^es tV. 

23. The fast[-dissolvingVharmaceutical composition 
according to claim 3\ which has a dissolution percentage of 
the active substance of 50 % or more for 15 minutes after 
the start of the dissolution test. \ 

24. The fast-dissolving pharmaceutical composition 
according to claim 4, which has a dissolution percentage of 
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thkactive substance of 50 % or more for 15 minutes after 
the srart of the dissolution test. 

25. \ The fast -dissolving pharmaceutical composition 
according rto claim 5, which has a dissolution percentage of 
the active substance of 50 % or more for 15 minutes after 
the start of the dissolution test. 

26. The fast-dissolving pharmaceutical composition 
according to claim\i> , which has a dissolution percentage of 
the active subst^cS^ of~""5*8^ or more for 15 minutes after 
the start of tjhe dissolution £est 

27. The \f ast -di^pso^rvj-ng pharmaceutical composition 
according to^si^lin^, wl\ich has dissolution percentage of 
the active Substance of \5lSs£ or iqore for 15 minutes after 
the start of the dissolution test 

28. The fast -dissolving pharmaceutical composition 
according to claim 8, which has a dissolution percentage of 
the active substance of 50 %\or more for 15 minutes after 
the start of the dissolution ftest. 

29. The fast-dissolving Pharmaceutical composition 
according to claim 9, which has a dissolution percentage of 
the active substance of 50 % or more for 15 minutes after 
the start of the dissolution test. 

30. The fast-dissolving pharmaceutical composition 
according to claim 10, which has a dissolution percentage 
of the active substance of 50 % or more for 15 minutes after 



7 



10 



15 



20 



thK start of the dissolution test. 

The fast-dissolving pharmaceutical composition 
accordincKto claim 11. which has a dissolution percentage 
of the activk substance of 50 % or more for 15 minutes after 
the start of the dissolution test. 

32. The fafet-dissolving pharmaceutical composition 
according to claimNL2, which has a dissolution percentage 
of the active substance of 50 % or more for 15 minutes after 
the start of the dissolution test. 
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The fast54issolvi 



according to claim 
of the active subst ince 
the start of the dlssolu 
34. Th^fast-disso 



harmaceutical composition 
13, w[hich has ^ dissolution percentage 
o\f 5 0T*-Of more for 15 minutes after 
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ceutical composition 
according tofclaim 14, which has a dissolution percentage 
of the active substance of 50 % or more for 15 minutes after 
the start of the dissolutioVi test. 

35. The fast-dissolving pharmaceutical composition 
according to claim 15, which Was a dissolution percentage 
of the active substance of 50 % <y*r more for 15 minutes after 
the start of the dissolution tesi 

36. The fast-dissolving pharmaceutical composition 
according to claim 16, which has a dissolution percentage 
of the active substance of 50 % or more bor 15 minutes after 
the start of the dissolution test. 
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t7. The fast-dissolving pharmaceutical composition 
accordin\to claim 17, which has a dissolution percentage 
of the activessubstance of 50 % or more for 15 minutes after 
the start of tfie dissolution test. 

38. The faat-dissolving pharmaceutical composition 
according to claim 18, which has a dissolution percentage 
of the active substance of 50 % or more for 15 minutes after 
the start of the dissolution test . 

39. The f ast>ddr^Qlving pharmaceutical composition 



according to cla^m 19, \which 
of the active substance t>f 50 % 
the start of the ^issoliiticJ 

40. The fpjE^fe— -di-s^alving 



as a dissolution percentage 
more for 15 minutes after 
est . 

armaceutical composition 
dissolution percentage 



according to /claim 20, whs 
of the active substance of ^50 % or more for 15 minutes after 
the start of the dissolution test. 

41. The fast-dissolving pharmaceutical composition 
according to claim 21, which Vi as a dissolution percentage 
of the active substance of 80 %\or more for 15 minutes after 
the start of the dissolution tqst. 

42. The fast-dissolving pharmaceutical composition 
according to claim 22, which has 4 dissolution percentage 
of the active substance of 80 % or mo\e for 15 minutes after 
the start of the dissolution test. 

43. The fast-dissolving pharmaceutical composition 



>rding to claim 23, which has a dissolution percentage 
of the^ctive substance of 80 % or more for 15 minutes after 
the start^qf the dissolution test. 

44. The ^ast -dissolving pharmaceutical composition 
according to cl^im 24, which has a dissolution percentage 
of the active subs\ance of 80 % or more for 15 minutes after 
the start of the dissolution test. 

45. The fast-dissolving pharmaceutical composition 
according to claim 25\, which has a dissolution percentage 
of the active stft>stand|e""D-f^jJO % or more for 15 minutes after 
the 



the active sii^tanc|e^>^§0 % or m 
\ start of the dissolution test 



46. The fas 
according to cla 
of the active subslTSnce 



t-dissolV^ft§-^iarmaceutical composition 
Lm 26, \ which has a dissolution percentage 
or more for 15 minutes after 



the start of /the dissolution test. 

47. The fast -dissolving pharmaceutical composition 
according to claim 27, which has a dissolution percentage 
of the active substance of 8u % or more for 15 minutes after 
the start of the dissolutions test . 

48. The fast -dissolving pharmaceutical composition 
according to claim 28, which hasv a dissolution percentage 
of the active substance of 80 % or mpre for 15 minutes after 
the start of the dissolution test 

49. The fast-dissolving pharmaceutical composition 
according to claim 29, which has a dissolution percentage 



of "the active substance of 80 % or more for 15 minutes after 
the sta\t of the dissolution test 

50. The fast-dissolving pharmaceutical composition 
according to <slaim 30, which has a dissolution percentage 
of the active substance of 80 % or more for 15 minutes after 
the start of the ^dissolution test. 

51. The f ast-aissolving pharmaceutical composition 



according to claim 



of the active substaice of 80 % or more for 15 minutes after 



the start of the d± 

52. The fas 
according to cla: 
of the active sub 
the start of 

53. Th^fasl 
according to clad 
of the active subs 
the start of the 

54. The fas1 
according to claj 
of the active sub£ 
the start of the 

55. The fas1 
according to cla: 
of the active subs 



1, which has a dissolution percentage 
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al composition 
tion percentage 
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al composition 
tion percentage 
L5 minutes after 



tnfev.start of the dissolution test. 

56;XThe fast-dissolving pharmaceutical composition, 
according toNclaim 36, which has a dissolution percentage 
of the active substance of 80 % or more for 15 minutes after 
the start of the (dissolution test. 

57. The fast-dissolving pharmaceutical composition 
according to claim 3"A, which has a dissolution percentage 
of the active substance o£""&0 % or more for 15 minutes after 
the start of the dissolution nest. 

58. The f ast -dissolvin<J\pharmaceut ical composition 
according to cJaim 38, which has\a dissolution percentage 
of the active sjjtfstance o* 80 %"£rj?*Jii£>re for 15 minutes after 
the start the dissolution test. 

59. l/he fast-dissolving pharmaceutical composition 
according to claim 39, which has a dissolution percentage 
of the active substance of 8o\% or more for 15 minutes after 
the start of the dissolution! tes t . 

60. The fast-dissolving pharmaceutical composition 
according to claim 40, which hais a dissolution percentage 
of the active substance of 80 % oA more for 15 minutes after 
the start of the dissolution tesj:. 

61. The fast-dissolving pharmaceutical composition 
according to claim 1, which contains as a stabilizer at least 
one acidic substance having an acidity more potent than that 
of AS-3201. 
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62. The fast -dissolving pharmaceutical composition 
according to claim 61, wherein the acidic substance is a 
member selected from the group consisting of citric acid, 
tartaric acid, maleic acid and phosphoric acid. 
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